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RESCISSIONS
The following material is rescinded:
1. Manuals

M-2, Part VI, Chapter 2, dated July 10, 1989,; and

2. Circulars/Directives

10-80-003
10-81-013
10-81-285
10-82-214
10-83-046
10-84-019
10-84-114
10-84-194
10-85-169
10-86-121
10-89-097
10-89-121
10-92-089
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CHAPTER 2. QUALITY IMPROVEMENT

2.01 PURPOSE

This chapter establishes policy for the structure
programs for laboratory testing in all Department o
medical centers, their outreach functions and ancil
chapter applies to all sections of the main clinica
associated outpatient clinic laboratories, and anci
perform patient care tests.

2.02 poLICY

a. The VA medical center must provide an ongoing,
Quality Improvement Program under the direction of
Laboratory Medicine Service, which:

(1) Evaluates the effectiveness of the laboratory
center's policies and procedures in providing the h
medicine test results and anatomic pathology report

(2) Improves the overall quality of care provided
as identifying and correcting problems;

(3) Ensures the availability of accurate, reliabl
medicine test results, and anatomic pathology repor
physician;

(4) Documents all quality improvement activities;

(5) Utilizes existing VA policy established in MP
"Performance Management System," to ensure quality

b. The VA medical center will ensure conformance
procedures for all sections of the laboratory and a
the current standards and accreditation requirement
Pathologists (CAP), Joint Commission for the Accred
Organizations (JCAHO), and American Association of
13).

c. The VA medical center will ensure satisfactory
interlaboratory proficiency testing as detailed in

d. The VA medical center will ensure compliance w
analytes (see Ch. 4), i.e., that all testing of a s
within the facility is performed by methodologies p
which have the same reference ranges, in order to p
test results.

2.03 INSPECTION AND ACCREDITATION
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a. The CAP Commission Laboratory on Accreditation
and accreditation agency for all laboratory testing
centers. The Director of each VA facility will ens
all testing sites that perform laboratory tests for
NOTE: The costs of accreditation and biannual insp
nationwide contract initiated by the Director, Path

| Medicine Service, VA Central Office.
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b. The Director of each VA facility will ensure ¢
JCAHO standards for quality assurance. NOTE: The
inspection will be borne by the facility.

c. The Director of each VA facility that has a Bl
transfusion medicine services will ensure current i
of the facility with AABB. NOTE: The costs of mem
of accreditation and biannual inspection, will be b

d. The Director of each VA facility is mandated t
annual registration and inspection process of the F
(FDA) if the medical center draws blood or prepares
the FDA has no regulatory control over the VA facil

e. On a periodic basis, CAP, JCAHO, AABB, and FDA
the findings of their inspection and accreditation
Laboratory Medicine Service, VA Central Office, and
facilities.

f. Responsibilities

(1) The Director, Pathology and Laboratory Medici
Office, will provide oversight responsibility for e
accreditation with each of the aforementioned group
instances where problems having a potential for adv
identified and require corrective action, VA Centra
Chief, Pathology and Laboratory Medicine Service, a
that corrective action is implemented in a timely m

(2) The Director of each VA facility will provide
and resources to ensure that the required accredita
implemented.
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ne Service, VA Central
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| Office will work with the
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anner.

the necessary oversight
tion programs are fully

2.04 REQUIRED ELEMENTS FOR QUALITY IMPROVEMENT IN M AJOR DIVISIONS OF THE

LABORATORY AND ANCILLARY TESTING SITES

a. General Program Requirements For All Laborator
Pathology and Laboratory Medicine Service, is direc

(a) The accurate and prompt reporting of laborato
ensures that if tests are performed in a reference
laboratory performing the test is included in the r
patient's record (see Ch. 11).

(b) Ensuring that appropriate written policies an
for a comprehensive Quality Improvement Program des
evaluate the overall quality of the laboratory test
sites in the medical center and its outreach functi

2-6
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(d) Serving as the quality improvement compliance

performed outside the Pathology and Laboratory Medi
of care testing, and blood gases, (see Ch. 10).
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(e) Assisting the hospital quality management sta
guality management information as part of the Quali
(QUIC) under the auspices of the Office of Quality
Office (see App. 14D).

(2) Medical Administration Service (MAS) is respo
identification of each patient, and proper input an
information in the MAS software package for the Dec
Computer Program (DHCP).

(3) Pathology and Laboratory Medicine Service mus

(a) An ongoing mechanism for monitoring and evalu
action of the Quality Control elements required in

1 . Problems identified during the evaluation of cal
data for each test method.

2 . Problems identified during the evaluation of pat
purpose of verifying the reportable reference range

(b) An ongoing mechanism for monitoring and evalu
the corrective action taken for the main clinical |
all ancillary testing sites for any unacceptable, u
unsuccessful proficiency testing required under par
Chapters 10 and 13.

(c) A mechanism to identify and evaluate patient
inconsistent with other patient information, includ
age, sex, and diagnoses.

(d) An ongoing mechanism for monitoring and evalu
personnel involved in all aspects of laboratory tes
Part I, Chapter 430.

(e) An ongoing mechanism for documenting communic
laboratory personnel and the authorized individual
receives the test results. This system must includ
include corrective action taken to resolve the prob

(f) A system in place to assure that all complain
to the laboratory are documented. Investigation of
incident reports must be made, and corrective actio
indicated.

(9) An ongoing mechanism for:

1 . Documenting and assessing problems identified du
reviews;
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2 . Discussing them with the staff; and
3 . Taking and documenting corrective action to prev
(h) An ongoing mechanism for monitoring and evalu

appropriateness of referral testing, i.e., that tes
accredited laboratory and that the results obtained
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(4) If testing is performed using different metho
testing sites in the VA medical center, the Patholo
Service must compare the relationship of test resul
ensure there is consistency in reporting:

(a) Reference intervals,
(b) Imprecision (coefficient of variation) and
(c) Other patient-related information to physicia

b. Required Program for Blood Banks and Transfusi

Bank Transfusion Section, must have an ongoing mech

evaluating those aspects of care that are most impo
safety of the patient, including the incidence of v
reactions.

(1) All hemolytic and other life-threatening tran
immediately reported to the patient's physician.

(2) All hemolytic and other life-threatening tran
reported through the medical center's Patient Incid
NOTE: This data must then be forwarded to the Regi
Laboratory Medicine Service, VA Central Office in a
Chapter 35.

(3) Patient Incident Reports, or Occurrence Scree
problems in pre-transfusion compatibility testing,
analyzed on a regular basis.

(4) The incidence of errors in the labeling of do
facility must be monitored and analyzed on a regula

(5) All errors in labeling of donor units drawn a
reported to FDA. This includes:

(a) ABO (used to represent the names of the major
(b) Incomplete disease marker testing;

(c) Inappropriate interpretation of disease marke
(d) Mislabeling of the unit.

(6) All errors in labeling of units received from
be reported to the drawing facility.

NOTE: The Blood Bank section must also follow the
elements detailed in Chapter 5.
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c. Required Program for Anatomic Pathology

(1) Pathology and Laboratory Medicine Service mu
mechanism for monitoring and evaluating those aspec
important to the health and safety of the patient,

(&) The communication of surgical pathology and c

attending physicians and medical personnel authoriz
transmit diagnoses.
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1 . All new malignancies, except as noted in Chapter
to the designated personnel responsible for taking
defined in Chapter 6.

2 . In all cases where a modified report involving a
change in diagnoses, or therapy is made, the report
designated personnel responsible for taking appropr

(b) Any potential and actual detrimental patient
delays in surgical pathology or cytopathology diagn
details regarding the expected turn-around-times fo
anatomic pathology reports.)

(c) Any potential and actual detrimental patient
incorrect surgical pathology or cytopathology diagn

(2) Pathology and Laboratory Medicine Service mus
service in accordance with Chapter 9, where:

(a) Autopsy reports are issued in a timely manner
(b) The findings of those reports are able to be
clinical information in quality assessment, and in

of the clinical services.

d. Required programs for all Pathology and Labora
sections (see Ch. 4).

(1) Pathology and Laboratory Medicine Service mus
mechanism for monitoring and evaluating those aspec
important to the health and safety of the patient,

(a) The communication of critical laboratory valu
which are considered imminent, life-threatening lab

1 . All critical laboratory values must be immediate
designated personnel responsible for taking appropr

2 . Documentation of the communication regarding the
value must include the person contacted, and date a
documentation must become part of the patient's per

(b) Any errors detected in verified, reported res

1 . All changes in verified results must be properly
accordance with the standards of CAP.

2 . Pathology and Laboratory Medicine Service should
periodically monitors the incidence of pre-analytic
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postanalytical errors by cause and by clinical sign ificance, for purposes of
outcome measurement (see Ch. 14).

(c) The timely reporting of emergency test result S.

(2) Pathology and Laboratory Medicine Service mus t have an ongoing local
mechanism for monitoring, evaluating, and improving , if necessary, the
elements required under paragraph 2.08, Patient Tes t Management, including:

2-13
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(a) The criteria established for:

|H

. Patient preparation,

2 . Specimen collection,

3 . Specimen labeling,

4 . Specimen preservation,
5 . Specimen storage, and
6 . Specimen transportation.

(b) The completeness, relevance and necessity of
obtained on the laboratory test requisition, or com

(c) The use and appropriateness of the criteria e
rejection.

(d) The accuracy, completeness and usefulness of
information necessary for appropriate interpretatio
results.

(e) The timely reporting of test results based on

(f) The accuracy and reliability of the test repo

(g) The appropriateness of test result storage an

(h) The reportable range for test results.

2.05 QUALITY CONTROL

a. The Chief, Pathology and Laboratory Medicine S
is a written policy for quality control for each te
testing site in the facility. This includes clearl

(1) Goals,

(2) Procedures,

(38) Tolerance limits, and

(4) Corrective action and related information.

b. All changes in quality control ranges must be
to the Chief, Pathology and Laboratory Service, or

2-14
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c. All test procedures must be monitored by accep
external Quality Control Programs to ensure accurac
testing.

d. The quality control materials must be tested i
patient specimens. Immediate action must be taken,
documentation, whenever the Shewhart-Westgard quali
violated.
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e. Weekly, and monthly reviews by the Chief, Path
Medicine Service, or qualified designee, must show
of Quality Control Programs with documentation of a
taken.

f. A monthly summary of the laboratory's quality
forwarded to the facility's Pathology and Laborator
Improvement Committee for review.

g. The quality control records must be kept for a

h. An internal Quality Control Program with writt
established at the facility for each test method.

(1) The Chief, Pathology and Laboratory Medicine
for establishing standards and policies concerning
Program that is practical and effective in preservi
laboratory. NCCLS (National Committee for Clinical
protocol, C24-A, on "Internal Quality Control Testi
Definitions," should be used as a recommended guide

(2) All internal Quality Control Programs must ha
the design and evaluation of the program.

(a) There must be a written protocol in operation
1 . Clerical errors,

2 . Significant analytical errors, and

3 . Unusual laboratory results, which include critic

(b) A mechanism is necessary to provide for the t
errors.

(c) As a minimum, a two-level control material mu
testing For some critical tests more than two-leve
frequent testing may be required to ensure accuracy
level control material, at a minimum, every 8 hours

(d) The quality control results must be actively
dated by the section supervisor, or designee, each
DHCP Levy-Jennings quality control charts and month
initialed monthly by the Chief, Pathology and Labor
designee,

(e) There must be complete and detailed documenta

taken when the control values exceed defined tolera
quality control action rules. A corrective action

2-16
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y Medicine Quality

minimum of 2 years.

en standards must be

Service, is responsible
an internal Quality Control
ng quality testing in the
Laboratory Standards)
ng: Principles and
line (see subpar. 4.12g).

ve a written document for

to routinely detect:

al values.

imely correction of

st be used each day of
| control material and more
of testing, i.e., two-

for blood gases.

reviewed, initialed and
day the test is employed.
ly summary reports must be
atory Medicine Service, or

tion of corrective action
nce limits and violate the
report must be written for



February 16, 1994

M-2, Part VI

Chapter 2

any unacceptable quality control result, and must b
Pathology and Laboratory Medicine Service, or desig
monthly Quality Assurance Meeting.

(f) If the quality control problem becomes freque
continuing education service must be provided.

2-17
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(g) Whenever possible, another type of internal g
of periodic blind retesting of patient specimens sh

1 . Depending on the critical nature of the tests, o
selected specimens from the previous day's run shou
reanalysis to ensure repeatability and reliability
process. The interval time period for random testi
the Pathology and Laboratory Medicine Quality Impro

2 . There must be defined acceptable limits, which m
documented by the Chief, Pathology and Laboratory M

designee, in a timely manner.

(h) If there is any doubt about the integrity of
calibration materials being used (i.e., instability
laboratory section in question should recalibrate w
calibrator then verify calibration with reference t
commercial controls, or group means from reference
is not cost effective to establish accuracy with bo
reference material.

(i) For qualitative tests, quality control will i
negative quality control specimens with each batch

(i) For electrophoresis, at least one control sam
which are representative of those routinely evaluat
must be used in each electrophoretic plate.

(k) For quantitative radial immunodiffusion, immu
methods, at least two control samples must be run w
immunochemistry tests, particular attention should
antibodies when exceeding the expiration date. Par
given to any abrupt changes in quality control resu
the reagent(s), calibration(s) or quality control m
expiration date.

NOTE: In general, all out-dated materials (which i
calibrators, standards, quality control materials a
not be used for patient care unless authorized by t
qualified designee.

() The Chief, Pathology and Laboratory Medicine
written policy for extending the expiration date of
quality control and other consumable materials with
care.

1. If the materials are kept beyond the expiration
that the policy have a testing method to determine
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materials without sacrificing the clinical usefulne
recommended that the following NCCLS guidelines be

a . D12-A, guidelines on Immunoprecipitin Assays" (s

b . D13-T, "Agglutination Analyses: Characteristics
Methodology, Limitations and Clinical Validation" (

c . LAL-A, "Assessing the Quality of Radioimmunoassa
4.121).
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2 . For blood gas (pO
control specimens (high and low), as a minimum, mus
NOTE: NCCLS, C27-T, "Blood Gas Preanalytical Consi
Collection, Calibration and Controls," is recommend
protocol (see subpar. 4.129).

2.06 EXTERNAL PROFICIENCY TESTING PROGRAM

As an enhancement to the internal Quality Control
reliability of patient testing in the laboratory, a
accreditation requirements, each Pathology and Labo
all ancillary testing sites, must subscribe to exte
as prescribed by the Director, Pathology and Labora
Central Office.

a. The VA National Center for Laboratory Accuracy
(VANCLAS) Program at VA Medical Center, Cleveland,
technical resource center for all VA medical center
sites that require assistance for quality control,
survey outlier problems.

b. All VA medical centers will maintain satisfact
VANCLAS Program, for each quantitative analyte deve
by VANCLAS throughout the nationwide VA network (se

c. External proficiency testing programs for surg
are described in Chapter 6.

2.07 TEST METHODS AND EQUIPMENT STANDARDS

a. Each Chief, Pathology and Laboratory Medicine
standards and policies for selection of tests, refl
methods and procedures. Each test method must have
available in each testing area to comply with NCCLS
Laboratory Procedure Manuals," guidelines (see subp
the written test procedures must contain:

(1) The principle of the test;

(2) Specimen requirements;

(3) Reagents;

(4) Calibration frequency and procedure;

(5) Quality control;

(6) Test procedures;
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(7) Calculation section;

(8) Reference interval or test results;

(9) References; and

(10) Any pertinent information such as interferenc es (endogenous and
exogenous) known about the test method.

2-21
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The procedure manual must be reviewed by qualified
personnel on an annual basis, and the date of initi
discontinuance must be noted in the beginning of th
Pathology and Laboratory Medicine Service, or quali
and sign the manual on an annual basis. The manual
laboratory in an area that is readily accessible to

c. Calibration and Standardization of Analytical
analytical systems (methods, instruments, reagents,
secondary standards with accurate assignment of val
reagents, calibrators, standards, quality control m
have a long shelf life.

(1) The laboratory must, as a minimum, follow the
the manufacturer for FDA-approved systems. More fr
necessary with some analytes such as blood gases, e
automated instruments.

(2) Forin-house developed methods, or systems, t
calibration will depend on the scientific data to e
provided by the laboratory.

(3) Verification of accuracy of testing of patien
evaluated, whenever deemed necessary, on fresh, unf
assignment values traceable to a definitive, refere

As an example, VANCLAS does have such materials ava

sodium, potassium, chloride, total protein, albumin
aminotransferase testing. As more materials become
group consensus approved definitive and/or referenc
VANCLAS will send them to each VA medical center to
standardization of accuracy of testing of other ana

i.e., total birubin, blood gases, calcium, CK-MB is
glycated hemoglobin, HDL-cholesterol, magnesium, tr
NOTE: For some analytes, this may cause failure of
results, if the CAP materials exhibit "matrix effec

each VA medical center in resolving differences bet
results (see CH. 4). VANCLAS will work with VA Cen
Laboratory Medicine Quality Management Coordinator
inspectors recognize that CAP Proficiency Testing m
like human specimens.

(4) The Chief, Pathology and Laboratory Medicine
policy for calibration procedures and methods, whic
to participate in and follow VANCLAS programs and g

d. Establishing and Verifying Method and Equipmen
Specifications. Immediate suspension of patient te
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available and as more peer
e methods are present,
assess and assist in the
lytes to be designated,
oenzyme, creatinine,
iglycerides, and uric acid.
CAP Proficiency Testing
t." VANCLAS will assist
ween VANCLAS and CAP
tral Office's Pathology and
to ensure that CAP
aterials may not behave

Service, shall establish a
h requires the laboratory
uidelines.

t Performance
sting will be imposed by
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the Chief, Pathology and Laboratory Medicine Servic
analyte(s) (i.e., analytes whose inaccurate results
life) exceeds the action limits as defined in chapt
testing of the analyte in question until the proble
corrected, and has met the VANCLAS requirements for
All other regulated analytes that are not on the cr
result in remedial and educational activities, but
patient testing. Each analytical component shall b
ensure accurate and/or precise laboratory results,
timely manner.
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(1) The Chief, Pathology and Laboratory Medicine
for having guidelines for selection of analytical s
the equipment selection guidelines provided by the
Laboratory Medicine Service, VA Central Office.

(a) For automated routine analytical instruments
alternate-site analyzers), consideration must be gi
FDA-approved analytical systems.

(b) Selection should be based on documented evide

1 . Has good analytical precision (i.e., a long-term
precision of automated chemistry analytical systems
percent coefficient of variation (C.V.) more or les
to 10 percent, and Radio Immunoassay (RIA) systems

2 . Has been certified by the manufacturer;

3 . That its analytical system is accurate with trac
reference, and/or consensus method and certified re
from the National Institute for Standards and Techn
Control and Prevention, and CAP;

4 . Does not require frequent calibration and preven
5 . Is dependable.

(c) Whenever possible, the major routine analytic
interfaceable to the VA medical center DHCP compute

(d) If there are any doubts about the analytical
dependability of an analytical system, especially i
a new vendor, the Director, Pathology and Laborator
Central Office, must be informed immediately.

(e) Analytes measured from analytical test-kit pr
approved and meet the same general guidelines and s
system. NOTE: Many kit methods may be manual test
requirements may exceed a 5 percent C.V., but shoul
20 percent.

(f) Any in-house-developed methods, or modified a
establish a written protocol to evaluate the precis
limits of detection, reference interval, and accura

1 . Standards must be written with clearly defined i
maintenance and function-check procedures.
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Director, Pathology and
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ven to the selection of

nce that the instrument:

or between-run
should generally have 5
s, immunochemical systems 6
11 to 20 percent);

eability to definitive,
ference materials, i.e.,
ology, Centers for Disease

tive maintenance; and

al systems must be
r system.

accuracy, precision or
fitis a new model or from
y Medicine Service, VA

ocedures must be FDA-
tandards of the analytical
s and the precision
d not exceed, as a maximum,

nalytical systems, must
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cy.

nstrument preventive
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2 . Criteria for reagent stability, calibration freq
quality control materials must be established. NCC
documenting the acceptability of a test method are:

a . EP10-T, "Preliminary Evaluation of Clinical Chem
subpar. 4.12q).
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b . D12-A, "Immunoprecipitin Assays: Procedures for
Performance of Materials," (see subpar. 4.12r).

c . D13-T, "Agglutination Analyses: Characteristics
Methodology, Limitations, and Clinical Validation,"

d . D14-T, "Enzyme and Fluorescence Immunoassays," (

(g) The Chief, Pathology and Laboratory Medicine
responsible for establishing a policy for validatio
claims on the performance characteristics of an ana

1. All newly purchased analytical systems (includin
developed systems) must follow NCCLS, EP 10-T, "Pre
Clinical Chemistry Methods" (subpar. 4.12q), or sim
the manufacturer's claims on precision, linearity,
of results and reference intervals. Potential samp
problems, system drift or outliers results, reagent
analytic functions must be part of the evaluation p
of accuracy of results, fresh patient specimens sho
NOTE: VANCLAS should be consulted if there are any
to be resolved.

2 . The protocol of choice for validation of the met
performance characteristics include the following N

a . EP5-T, "User Evaluation of Precision Performance
Devices," (see subpar. 4.12u).

b . EP-9-P, "User Comparison of Quantitative Clinica
Using Patient Samples,” (see subpar. 4.12v).

3 . If the analytical system is replacing an existin
testing must be done to define comparability. NCCL
"How to Define, Determine, and Utilize Reference In
Laboratory," should be utilized (see subpar. 4.120)
interval validation or determination process is not
testing,

4 . Parallel testing must be used when lots of reage
quality control materials are to be changed. The w
include the scope and design of the parallel testin
model used, to ensure that the accuracy of testing
are not compromised.

5 . All data must be kept according to the requireme

e. Equipment and Supplies
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Evaluating the

of Antibody,
(see subpar. 4.12s).

see subpar. 4.12t).

Service, shall be
n of the manufacturer's
Iytical system.

g test kits and in-house
liminary Evaluation of
ilar protocol, to validate
accuracy or comparability
le or reagent carry-over
instability, and other
rocess. For the validation
uld be used (see ch. 4).
technical issues that need

hod's analytical
CCLS guidelines:

of Clinical Chemistry

| Laboratory Methods

g system, parallel
S, C28-P guidelines on,
tervals in the Clinical
. NOTE: Reference
the same as parallel

nts, calibrators or
ritten protocol must
g, and the statistical
of the patient specimens

nts in Appendix 2C.
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(1) Pathology and Laboratory Medicine Service sha
reagents, calibrators, quality control materials, a
and consumables in sufficient supply so that the qu
or patient care is not compromised. The reagents,
control materials shall be of the highest quality,
life, and provide accurate patient values, which ar
possible, to a definitive, reference, consensus or
NCCLS GP6-P, "Inventory Control Systems for Laborat
consulted (see subpar. 4.12l).
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(2) Every effort must be made to practice cost-co
sacrifice of quality of the laboratory service. Wh
consideration should be given to regional group pur
recommendations of the VA National Center for Cost

(a) Where feasible, the NCCLS, GP11-P guidelines
the Clinical Laboratory,"” should be implemented (se

(b) The acquisition of equipment, materials and o
accomplished according to the procedure and guideli
program, known as Integrated Funds Distribution Con
(IFCAP), which is operated by VA's Office of Acquis
Management (OA&MM).

(8) The Chief, Pathology and Laboratory Medicine
for:

(a) Defining criteria for:

|H

. Acceptable storage conditions for reagents,
2 . Standards,
3 . Calibrators,

4 . Quality control materials, and

(b) Ensuring that equipment maintenance records a
testing area(s) and that these records are periodic
supervisory personnel.

(c) A written policy on the appropriate labeling
calibrators and quality control materials that meet
accreditation standards. It must include such item

|H

. Identity,

2 . Titer strength or concentration,

3 . Recommended storage requirements, and

4 . Other pertinent information required for proper
a . All materials must be dated the date of receipt,

used, the date reagents were prepared, the contents
the expiration date.
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b . All toxic and biohazardous chemicals and radioac
labeled and stored according to the safety policies
in the laboratory's and facility's Safety Manual.

(4) Tolerance limits must be established for wate
freezer, and room temperature.
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(5) Tolerances for allowable fluctuations and int
current must be known for instruments that are micr
sensitive to electrical current instabilities. NOT
provided by the manufacturer.

(6) The policy must include criteria on:

(a) Hazardous waste disposal,

(b) Safe work practices, and

(c) Internal and external disaster preparedness.

NOTE: NCCLS, GP5-T, "Clinical Laboratory Waste Man
and NCCLS M29-T2, "Protection of Laboratory Workers
Transmitted by Blood, Body Fluids, and Tissue," gui
must be followed, as well as the facility's and lab

2.08 PATIENT TEST MANAGEMENT

a. Responsibilities of the Chief, Pathology and L
Service. The Chief, Pathology and Laboratory Medic
that: NOTE: The following applies to all testing
center that perform laboratory tests on patients fo
therapy or the progress of disease.

(1) Standards, procedures, and policies are devel
timely, accurate, reliable and clear test results.
potential errors or differences in test results for
the clinical laboratory and all ancillary testing s
center will be established through the VA medical
Committee. All laboratory test results must be car
accuracy of reporting by the testing personnel perf
data is released to the physicians and wards. Supe
Sections will review data as part of the total qual
a periodic basis as determined by the Pathology and
Service Quality Improvement Committee.

(2) Standards and policies are developed to:

1 . Detect clerical errors in general;

2 . Determine who is authorized to enter corrected r

3 . Develop methods of documentation and tracking er

4 . Develop follow-up procedures for correction of e
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5 . Document and determine remedial measures, such a
education; and

6 . Determine who should be notified of errors in th
alters, the outcome of the diagnosis, treatment, or
regarding the care of the patient.

(3) A written policy on manual data review proced

laboratory tests. All laboratory results (data) mu
and verified before they
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S in-service continuing

e event it affects, or
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ures is developed for all
st be carefully reviewed

2-31



February 16, 1994

M-2, Part VI

Chapter 2

are available to physicians or the wards. Test res
must be verified by the personnel performing the te
by the Section Supervisor to verify the accuracy of
automated data transfer, and as part of ongoing qua
activities.. If an error is found on a released pa
appropriate designee will communicate immediately w
of the patient. The Chief, Pathology and Laborator
designee, will ensure that the report is corrected
system. Both original, and corrected results will

of the patient's permanent record.

(4) Clearly written policies and procedures are d

(a) Review processes for electronic data transmis

programs must be developed so that the DHCP compute

entered data against predefined limits (established
and Laboratory Medicine Service) for tests such tha
values are identified and flagged. Entries outside
will not be accepted.

1 . Previous patient test results display a delta ch

2 . All significant abnormalities must be identified
and a visual "flag" observed next to the test value

(b) Ensure correction of detected errors. For ex
designee, is required to recheck the results and im
patient's physician, nurse or ward personnel for al
indicate in the computer in the "comment” section t
the information to, the analyte in question, the ti
information for documentation.

(c) Ensure that test results are checked, regard|
results. Unlikely test results must be verified by
Laboratory does not have a back-up instrument for ¢
medical center or community hospital laboratory sho

(d) Ensure that the review process is documented
each testing site. This review summary must be inc
Pathology and Laboratory Medicine Quality Assurance

b. Patient Identification
(1) The testing site must have written policies w
identification of the patient, and all patient spec

specimen is collected until testing has been comple
reported.
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(2) The testing site must have an appropriate spe
accessioning system in use, and consistently applie
specimens are uniquely identified in such a manner
mixups, mislabeling, etc.

c. Specimen Submission Labeling and Handling
(1) The testing site must have written policies a

(a) Methods used for preparation of the patient,
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(b) The nature and amount of specimens to be coll
(c) The need for special timing for specimen coll

(d) The type and amounts of preservatives and ant
applicable,

(e) The need for any special handling, and

(f) The need for appropriate clinical information

(2) The policies and procedures described in this
in the specimen collection manual. The specimen co
available to all specimen-collecting areas within t
outside the hospital which might be referring speci

(3) In addition to assuring the positive identifi
testing site must assure optimum integrity of the s
collection until testing has been completed, and th
Storage, if possible, must be provided for blood/bo
assures optimum integrity of specimens for a period
appropriate, by the facility.

(4) The testing site must have written criteria f
unacceptable specimens, or the special handling of
must assure appropriate communication of that infor
physician.

(5) The testing site must be able to track the da
was received.

d. Test Requisition and Patient Information Requi

(1) The testing site will perform tests only at t
request of an authorized person.

(2) Records of test requisitions, or test authori
for a sufficient period of time to meet the needs o

(3) The laboratory test requisition, or test auth
(a) The patient's name,

(b) Social Security Number,

(c) The test to be performed,

(d) The date and time of the specimen collection,
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(e) Any other clinically relevant data as detaile
Collection Manual, and

(f) The requesting physician, or the name of the
utilizing the test results, who would also serve as
enable reporting of imminent life-threatening labor
values.
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e. Test Records

(1) Records of patient testing, including instrum
applicable, must be retained a minimum of 2 years i
on the VA medical center's local capacity (app. 2C)
disposed of in accordance with the Department's RCS
10-1, or other appropriate RCS.

(a) The name of the testing site location at whic
will be printed on the test report.

(b) If the testing site is outside the medical ce
laboratory will be printed on the report.

(2) The tests results must be reported to the per
receive and use the medical information. Adequate
ensure that results are reported in a timely, accur
ensuring patient confidentiality throughout the ent

(3) Procedures must be developed, and in use, for
threatening laboratory results or critical values.
include notification of either the individual reque
individual responsible for utilizing the test resul
be documented in the patient's permanent record.

(4) The laboratory test report must include:

(a) The name of the patient;

(b) The Social Security Number;

(c) The name of the ordering physician;

(d) The date and time of the specimen, and the te

(e) The reference intervals, when possible.

(5) Reports generated by DHCP

(a8) In the case of the interim reports generated
as the physician's work copy, the name of the reque
included.

(b) In the case of the cumulative report generate
serve as the permanent record copy, the name of the

not be included, since there are multiple ordering
sets of results appear on the same page.
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(6) The original report, or a duplicate of each r
preliminary and final, and except for microbiology)
manner that permits prompt retrieval of information
personnel and clinical personnel. NOTE: Current D
preliminary reports when final reports are issued.
Panel is currently resolving this problem.

(a) This report must be maintained as part of the
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(b) The length of time that previously reported c
retained on-line must be sufficient to meet the nee
and should be at least 6 months to 1 year , dependi
center's local policy for data storage on DHCP. Th
for both inpatient and outpatient use, in the event
report is not immediately available (app. 2B). NOT
available on-line, it must be accessible via the av
de-archiving options.

(c) In accordance with 21 CFR 606, Subpart I, and
immunohematology records of patient testing, unit t
must be retained for a minimum of 5 years (App. 2C)
details regarding transfusion record retention).

(d) Surgical pathology reports must be retained f
(see Ch. 6 and App. 2C).

1. If this data is stored on the computer, certain
including the accession number, the specimen type a
be retrievable until the patient's death.

2 . If data is not available on-line, it must be acc
data storage capabilities or in hard copy (see Ch.

(7) For all specimens which are inadequate to per
report must indicate information regarding the cond
the specimen.

(8) The laboratory must, upon request, make avail
affects the interpretation of test results, such as
environmental conditions, etc.

f. Referral of Specimens. A VA testing site may
testing only to a laboratory which possesses a vali
provisions of the Clinical Laboratory Improvement A

(1) A copy of the test results from the reference
retained in the referring laboratory for 2 years (s

(2) The name and location of the laboratory which
laboratory testing must be included on the report b
patient's record.

2.09 ADMINISTRATION OF THE LABORATORY'S QUALITY IMP

There must be an ongoing planned, systematic, and
monitoring and evaluation of the quality improvemen
appropriateness of patient care provided by Patholo
Service. Monitoring data will be compared to pre-e
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acceptabilities (see Ch. 14). An action plan will

when opportunities to improve patient care are iden
Pathology and Laboratory Medicine Service, will est
Improvement Committee. NOTE: An example of a Qual
Pathology and Laboratory Medicine Service can be fo
sample of the required Laboratory Quality Scorecard
center, to be used by VA Central office and regiona
found in appendix 2B.
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a. Definitions and Amplifying Information for the
Committee:

(1) Aspects of Care

(a) Major service functions of aspects of care mu
the clinical and administrative programs of Patholo
Service.

(b) Multidisciplinary indicators must be develope
care, based on current JCAHO policy.

(c) Technical specialists and clinical service re
effective interactions and group processes, determi
of care and indicators used for monitoring complian

(2) Criteria, along with VA medical center-develo
expected levels of conformance to standards for eva
each indicator identified (see App. 2A and Ch. 14).

(3) Data collection is conducted on at least a g
consistent with JCAHO guidelines) by designated per
section supervisor, or Chief, Anatomic Pathology Se
Laboratory Section. Data is collected against indi
reviewed for collected change and/or corrective act
14).

(4) An evaluation of the data is made and present

Laboratory Medicine Quality Improvement Committee.

are documented in the service's staff meeting minut
if any.

(5) When established thresholds are exceeded, are
improvement are identified and a plan for correctiv
If the data collection does not identify any areas
improvement, after sufficient time elapses, a re-ev
is required to determine whether the indicator shou
change in the threshold, or whether it should be di

(6) Pathology and Laboratory Medicine Service, af
times for change to occur, will evaluate the effect
actions(s) in order to determine if the action(s) r
the problem, and an improvement in patient care and

(7) There will be, at least, a quarterly review o
trends, planned action, or results from each qualit
the facility Quality Manager. Issues and informati
collection will be discussed at staff meetings for
staff, and at the medical center's Quality Improvem
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b. Responsibilities

(1) The Chief, Anatomic Pathology Section, Chief,
Section, staff pathologists, clinical scientists, a
will develop the annual Quality Improvement Plan, a
Pathology and Laboratory Medicine Service Quality |
review.
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(2) The Chief, Pathology and Laboratory Medicine
for establishing and coordinating the Service's Qua
and ensuring compliance.

(8) The Chief, Anatomic Pathology Section, Chief,
Medicine Section, section supervisors, and clinical
for:

(a) Identifying appropriate clinical and administ

(b) Developing and implementing a plan to monitor
and

(c) Taking action to correct identified problems.

c. Quality Improvement Committee

(1) Pathology and Laboratory Medicine Service Qua
is chaired by the Chief, Pathology and Laboratory M

consists of:

(a) The Chief, Anatomic Pathology Section and the
Medicine Section;

(b) Supervisory chemist;

(c) Supervisory microbiologist;

(d) Supervisor, anatomic pathology;
(e) Supervisor, blood bank; and

(f) Other pathologists, clinical scientists, and
to the size, complexity, and functionality of the |

(2) The Committee will meet on a monthly basis.

(8) The Pathology and Laboratory Medicine Service
Committee is responsible for:

(a) Reviewing and approving the Quality Improveme
(b) Making recommendations for improvement, and
(c) Overseeing the quality management activities
(d) Reviewing the Quality Improvement Plan annual
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AN EXAMPLE OF A QUALITY IMPROVEMENT PLAN FOR
PATHOLOGY AND LABORATORY MEDICINE SERVICE

1. OVERVIEW

Quality improvement in Laboratory Medicine and Pat hology is based on
systematic surveillance that determines whether the laboratory's contribution
to patient care is of high quality. Three discrete functional areas exist
within the laboratory:

a. The clinical laboratory,

b. Anatomic pathology, and

c. The blood bank.
2. IMPORTANT ASPECTS OF SERVICE

Important aspects of service are those that are:

a. High volume tests (occur frequently or affect a large number of
patients);

b. High risk tests (place patients at risk of ser ious complications or
deprive patients of substantial benefit if not perf ormed/administered
correctly, in a timely manner and/or with proper in dication);

c. Low risk tests (place patients at risk of mode rate to mild
complications, discomfort, inconvenience, or emotio nal distress, if not
performed properly, or a result is lost, attributed to another patient, or not
delivered in a timely manner); and/or

d. Problem prone (tend to cause problems for staf f or patients); for
example, the technical areas of: NOTE: Smaller De partment of Veterans
Affairs (VA) medical centers may not have all of th ese functional areas.

(1) Phlebotomy,

(2) Biochemical testing,

(3) Emergency testing,

(4) Coagulation testing monitoring anticoagulant therapy,

(5) Therapeutic drug monitoring,
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(6) Antibiotic susceptibility,

(7) Cultures (blood, sputum, throat, urine, etc.) ,

(8) Blood and blood component therapy,

(9) Needle biopsies and frozen sections, and

(10) Pathology diagnoses.
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e. Correlation of post-mortem findings with premo rtem diagnosis.

3. SUGGESTED MONITORS AND/OR INDICATORS (See App. 14D.) NOTE: Each VA
medical center Pathology and Laboratory Medicine Se rvice may design its own
criteria and thresholds. This list is only an exam ple.

a. Clinical Laboratory

(1) Appropriateness of laboratory test requests

(a) Criteria: Duplicate test requests exceeding t he locally established
guidelines for ordering that test
Threshold: > 5 percent duplicates
(b) Criteria: Inappropriate test requests (e.g., lithium requests on
pts. not on lithium medication)
Threshold: > 0 percent inappropriate

(2) Appropriateness of Specimens Submitted

Criteria: Inappropriate specimens submitted for selected tests,
i.e. wrong container, wrong tube type, incorrect
preservative, patient ID conflict, etc.

Threshold: > 5 percent inappropriate

(3) Accuracy of Laboratory Testing

Criteria: Acceptable performance in the prof iciency testing survey
program of the College of American Pathologists (CA P) and
satisfactory performance in the VA National Center for
Laboratory Accuracy and Standardization (VANCLAS) P rogram

Threshold: > 2 repeated outliers for the same con stituent within a
2-year period; for CAP: two consecutive surveys wit h
outliers for the VANCLAS Program, i.e., overall per cent
bias exceeding VANCLAS standards for the same const ituent

(4) Appropriateness of TAT (Turn Around Time(s)) for Laboratory Testing
Criteria: Urgent (life-threatening) 1 result s reported within 1
hour
Threshold: > 5 percent not reported within establ ished TAT, or
> 0 incident reports associated with delays attr ibutable
to Pathology and Laboratory Medicine Service
(5) Effectiveness of Inpatient Phlebotomy Perform ed by the Laboratory
Criteria: Rate of successful venipunctures o n morning draws
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Threshold:

> 5 percent "unable to draw" per ward

(6) Communication of Critical Values

2-48

Criteria:

Threshold:

Appropriate communication and docu
notification of critical values
< 100 percent of critical values notif
entered
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on a monthly basis

mentation of provider

ication properly
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(7) Appropriate Reporting of Laboratory Test Resu Its
Criteria: Appropriate entry of corrected tes t results
Threshold: > 5 instances a month, or a percentage involving deletion
of "incorrectly reported as" comments from previous ly
verified, released results
b. Anatomic Pathology
(1) Accuracy of Surgical Pathology Reports
(a) Criteria: Correlation of diagnoses made on fr ozen sections compared
to diagnoses on permanent sections
Threshold: > 98 percent correlation
(b) Criteria: Correlation of diagnoses reported w ith that of diagnosis
obtained from review by a second pathologist includ ing
cases identified for re-review by Surgical Case Rev iew or
other clinical conferences
Threshold: > 2 percent major discrepancies (CAP C ategory C) in which
a diagnosis was changed
> 5 percent minor discrepancies (CAP Categories A or B)
in which no change in diagnosis or therapy was requ ired;
however, a modified report was required
(2) Accuracy of Autopsy Reports
Criteria: Correlation of diagnoses reported with that of review by
a second pathologist
Threshold: > 2 percent major discrepancies in whi ch a diagnosis was
changed
> 5 percent minor discrepancies in which no chan gein
diagnosis or therapy was required; however, a modif ied
report was required
(3) TAT for Pathological Reports
Criteria: Appropriateness of turnaround time s for pathology
reports:
Surgical pathology 2 days
Autopsy 30 days
Cytology 2 days
Threshold: > 75 percent reported within establish ed TAT
(4) Documentation of Required Physician Notificat ion
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(a) Criteria: Documentation of physician notifica tion if a diagnosis of
malignancy is made on tissue and review of the pati ent's
diagnoses on file reveals that no prior malignancy
existed.
Threshold: < 100 percent of cases properly docume nted
(b) Criteria: Documentation of physician notifica tion if the second
review reveals a major discrepancy, i.e., change in
diagnosis or therapy is necessary
Threshold: < 100 percent of cases properly docume nted
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OMB (Office of Management
al Laboratory Service ,

JCAHO (Joint Commission on Accreditation of Healthc

are Organizations), 1989.)

Criteria: Correlation of premortem and postm ortem diagnoses
Threshold: > 10 percent of autopsies yield major discrepant
diagnoses between premortem and postmortem diagnose S
c. Blood Bank

(1) Appropriateness of red blood cell requests

(a) Criteria: Prospective and retrospective evalu ation of transfusion
indications, of each non-preoperative request and
perioperative request, respectively

Threshold: > 1 percent of patients transfused for which the
indication for transfusion was inappropriate after peer
review based on guidelines established by the facil ity
(b) Criteria: Retrospective evaluation of transfu sion indications for
all single unit transfusions
Threshold: > 1 percent of patients transfused for which the
indication for transfusion was inappropriate after peer
review based on guidelines established by the facil ity
(c) Criteria: Adherence to the Maximum Surgical B lood Order Schedule
(MSBOS) for preoperative requests
Threshold: > 5 percent of preoperative requests e xceeding the MSBOS,
or
> 65 percent of blood crossmatched not utilized during
the perioperative period NOTE: These percentages may

vary by facility.

(d) Criteria: Crossmatch: Transfusion Ratio (C:T)
Threshold: > 2.5 percent overall, this should be specified for each
major clinical service, e.g., 1.75 percent for Medi cal

Service or 3 percent for Surgical Service

(2) Appropriateness of Fresh Frozen Plasma Reques ts
Criteria: Prospective and retrospective eval uation of transfusion
indications of each request
Threshold: > 1 percent of patients transfused for which the
indication for transfusion was inappropriate after peer
review based on guidelines established by the facil ity

(3) Appropriateness of Platelet Requests
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Criteria: Prospective and retrospective eval uation of transfusion
indications of each request
Threshold: > 1 percent of patients transfused for which the
indication for transfusion was inappropriate after peer
review based on guidelines established by the facil ity
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(4) Appropriateness of Cryoprecipitate Requests
Criteria: Prospective and retrospective eval uation of transfusion
indications of each request
Threshold: > 1 percent of patients transfused for which the
indication for transfusion was inappropriate after peer
review based on guidelines established by the facil ity
(5) Transfusion Reaction Rate
Criteria: Number and type of transfusion rea ctions
Threshold: Overall rate of > 1 percent
OR
0 percent acute hemolytic reactions
(6) Incidence of Transfusion Transmitted Diseases
Criteria: Number and type of incidents of tr ansfusion-transmitted
diseases, including, but not limited to, hepatitis, HIV,
HTLV-1 (both clinical disease and seroconversions)
Threshold: > 10 percent of patients developing po st-transfusion
hepatitis
0 percent of patients developing HIV infection o r
seroconversion of those transfused since HIV antibo dy
testing was implemented (1985)
0 percent of patients developing HTLV-1 infecti on or
seroconversion of those transfused since HTLV-1 ant ibody
testing was implemented in 1989
(7) Appropriateness of the Autologous Transfusion Program
(a) Criteria Autologous transfusion rate, i.e., a utologous versus
total perioperative transfusions
Threshold Assessment phase - yet to be determined
(b) Criteria Underutilization rate, i.e., patient s also requiring
allogenic (homologous) transfusion
Threshold > 10 percent of patients also require a llogenic
(homologous) units of red blood cells (RBC)
(8) Incidence of Blood Product Labelling Errors
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(a) Criteria Incidence of blood labelling errors, i.e., errors which
may potentially result in inappropriate transfusion of
blood to a patient and might adversely effect the p atient
Threshold 0 instances of labelling errors
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(9) Appropriateness of Turnaround Time for Emerge ncy Requests
(a) Criteria Incidence of occurrence screen repor ts or patient
incident reports associated with delays in providin g
blood or blood components
Threshold 0 occurrence screen and/or patient inci dent reports
associated with delays attributable to Pathology an d
Laboratory Medicine personnel
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A SAMPLE OF THE LABORATORY QUALITY SCORECARD
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A SAMPLE OF THE LABORATORY QUALITY SCORECARD--Conti nued

2-57

2-57



February 16, 1994 M-2, Part VI

Chapter 2
APPENDIX 2A
M-2, Part VI February 16, 1994
Chapter 2
APPENDIX 2A

A SAMPLE OF THE LABORATORY QUALITY SCORECARD--Conti nued
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A SAMPLE OF THE LABORATORY QUALITY SCORECARD--Conti nued

2-59

2-59



February 16, 1994 M-2, Part VI

Chapter 2
APPENDIX 2A
M-2, Part VI February 16, 1994
Chapter 2
APPENDIX 2A
A SAMPLE OF THE LABORATORY QUALITY SCORECARD--Conti hued
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COMPARISON OF RECORDS RETENTION REQUIREMENTS - CLIACAP/VA
NOTE: Records may be stored as hard copy or as Dec entralized Hospital
Computer Program (DHCP) and/or electronic format, t o meet individual
Department of Veterans Affairs (VA) medical center needs.
ITEM CLIA '88* CAP VA COMMENTS

1. CLINICAL PATHOLOGY

a. Specimens:

(1) Serum/CSF/Body - 24 hrs. 24 hrs.
fluids
(2) Specimens from
blood bank donors and - 7days post- Same as CAP
recipients transfusion
(or 10 days
post- cross
match)
(3) Peripheral blood - 7 days 1 mo.
smears/body fluid smears
(4) Bone Marrow smears 20 years - 20 years
(5) Permanently stained - 7 days 1 mo.

slides microbiology (gram,
trichrome, etc.)

b. Clinical Pathology Reports:

(1) Patient test 2 yrs. 2 yrs. 2 yrs. From report
date reports
(preliminary
and final),
including
reference
laboratory
reports
(2) Other than - - 6 mos.
patient reports (original
and copies of clinic record-
laboratory reports used
for examination of individuals
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other than patients.

* The test requisition and/or the test report maint
patient's chart or medical record complies with CLI
requisition is available to the laboratory at the t
available to inspection groups upon request.
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VA COMMENTS

CLINICAL PATHOLOGY (Continued)

(3) Bone Marrow reports - 20 yrs. 20 yrs.

c. Clinical Pathology Records:

(1) Test requisitions 2 yrs. - 2 yrs.

not on DHCP

(2) Accessions - 2 yrs. 2 yrs.

records

(3) Quiality control 2 yrs. 2 yrs. 2 yrs. From da te of

records initial test
(CLIA)
(4) Proficiency 2 yrs. - 2 yrs.* From date of
testing records and participation
Records of remedial in PT event
action for PT failure

(5) Copy of each test 2 yrs. - 2 yrs.x From dat e of

procedure initial use of
procedure to
the date
procedure is
discontinued
plus 2 years

(6) Laboratory methods Dispose after

file becoming
obsolete or
when replaced
by a new card.

(7) Instrument - Life of Life of

maintenance records instrument instrument
(8) Personnel records - 30 yrs. 30 yrs.
2. BLOOD BANK **

a. All donor and - 5yrs. Indefinite  Per Ameri can
recipient
records
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Association of
Blood Banks
(AABB)
standards
b. Records of employee - 5yrs. Indefinite  Per AABB
signatures, initials . standards
and identification codes
*Except in the Blood Bank where it must be 5 years based on AABB standards
**These guidelines equal or exceed AABB requirement S
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ITEM CLIA '88* CAP VA COMMENTS
BLOOD BANKContinued)
c. QC (Quality control) - 2 yrs. 5yrs. Per AAB B
records standards
d. Immunohematology Byrs. 5yrs. 5yrs.
QC activity records
e. Records of - Forever Forever Including
permanently donor
deferred donors notification
f. Immunohematology 5yrs. 5yrs. 5yrs.
Test Records
g. Immunohematology 2 yrs. 2 yrs. 5yrs. From repo rt
test report date
(Preliminary & Final)
h. Blood and blood 5yrs. 5yrs. 5yrs. After
products quality processing
control records records have
been completed
or 6 mo. after
the latest
expiration
date,
whichever is
later.
i. Blood bank - - 5yrs.
monitoring file
j. Blood donor file - - Indefinite
k. Blood issue file - - 5yrs. After date of
last entry
|. Blood source file - - Indefinite
m. Blood transfusion - 5yrs. - After
medical file information
has been
recorded in
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n. Therapeutic procedures
(Phlebatomy hemapherisis
or outpatient transfusion

0. Notification to
recipients of potential
exposure to transfusion
transmitted diseases
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ITEM CLIA '88* CAP VA COMMENTS
3. ANATOMIC PATHOLOGY
a. Surgical Pathology
(1) Tissue examination - - 25 yrs. Need not b e
record (copies of tissue hard copies;
alternative
examinations - maintained is acceptable
in numerical order)
(2) Wet Tissue - 2 weeks 2 weeks As long as it
serves a
useful purpose
after
final report
(3) Paraffin blocks 2 yrs.+ 5yrs. 10 yrs.***
(including oral pathology-
CLIA)
(4) Slides (including 10yrs.+ 20 yrs.+ 25 yrs.** *
oral pathology-CLIA) 10 yrs.+ 20 yrs.+ 25 yrs x**
(5) Accession log records - 1yr. 5yrs.
(6) Maintenance records - 2 yrs. 2 yrs.
b. Cytology:
(1) Slides 5yrs.+ 5yrs.+ 5yrs.+
(negative - unsatisfactory)
(2) Slides 5yrs.+ 20 yrs.+ 25 yrs.+***
(suspicious - positive)
(3) Reports - 20 yrs. 25 yrs ***
(4) Accession log records - 1yr. 5 yrs. ***
(5) Maintenance records - 2 yrs 2 yrs

c. Autopsy Pathology
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(1) Wet Tissue - 6 mos. 6 mos. After final
report is
issued, and as
long as it
serves a
useful
purpose.
*** \/A retention periods will be followed rather th an those of the CAP.
+ From date of exam.
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3. ANATOMIC PATHOLOGY (Continued)

(2) Paraffin blocks - 5 yrs.

(3) Slides - 20 yrs.
(4) Reports - 20 yrs
(5) Accession log - 1yr.
records

(6) Maintenance - 2 yrs.

(7) Autopsy protocol - -
file

(8) Morgue record file - -
(daily record of morgue
refrigerator temperatures
and copies of reports of
inspection of the morgue).

2C-69
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50 yrs.

5yrs.

2 yrs.

25 yrs.

2yr.

After fina
report
Indefinitely**
*
After final
report
After final
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*** \/A retention periods will be followed rather th an those of the CAP.
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COMPARISONDF CITATIONS FOR REGULATORY AND ACCREDITATION STANDARDS FOR VA MEI
TESTING SITES THAT PERFORM LABORATORY TESTS FOR PATENT CARE
DHHS DL \
VA STANDARP CAP JCAHO (HCEA) (GSHA) M-2,
1. PROCEDURES MANUAL Chapt
(Written policies and procedures)
a. Procedure approved, signed, dated 493.1211 bc Chapt
by the Director
b. Change in procedure approved, 493.1211bc Chapt
signed, dated by the current Director
c. Current for tests performed 30.0130 PA.6.4.1.3 Chapt
d. Reviewed annually by qualified 30.0140 493. 1211bc  1050(f) Chapt
supervisory lab personnel
e. Maintain date of initial use 493.1211bc Chapt
and discontinuance (2 yrs.)
f. Present in testing area 30.012 PA.6.4.1.3 Chapt
g. Procedures include
(1) Preparation of patients 43.1103bc Chapt
(2) Specimen collection 30.0150 PA.6.4.2.3.1 493.12111bc 1050(f) Chapt
(3) Specimen labeling 493.11032bc Chapt
(4) Specimen preservation 30.0150 PA.6.4.1.3.2 493.12111bc 1050(f)
(5) Conditions of specimen transport 493.11 032bc
(6) Criteria for specimen rejection 493.121 1bc
(7) Specimen storage criteria 493.1211bc
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(8) Test performance (step by step)  30.0150 PAS6.
(9) Instrument calibration
(10) Reportable range for patient
test results
(11) Quality Control
(12) Remedial action requirements
(13) Limitations in methodologies
(14) "Normal" reference intervals
(15) Procedure(s) for life-threatening
laboratory results or critical values
(16) References (literature)
(17) System for reporting patient
results
(18) Course of action in event test
system inoperable
(19) Equipment performance evaluation

30.0150 PA6.4.1

2. REAGENTS
a. Records of date of reagent 30.0160
preparation and expiration dates

b. Records checked on a scheduled basis 30.0170
by qualified supervisory laboratory
personnel

c. Reagents stored according to 30.0180
manufacturer's requirements

d. Reagents used within time period 30.0190
indicated by manufacturer

3. EQUIPMENT/INSTRUMENT
MAINTENANCE/CALIBRATION

30.0200

a. Directions available in testing area 30.0200
for proper maintenance of any equipment
or instrument used in testing

2C-73

30.0150 PA6.4.1.3.3

30.0150 PA6.4.1.3.4

PAG6.4.1.3.

DHHS DL \
(HCFA) (GSHA) M-2,
3.1.3.6 493.1211bc
493.1211bc Chapt
493.1211bc Chapt
493.1 211bc  1050.(f) Chapt
3.4 493.1211bc  1050(f) Chapt
493.1211bc
493.1211bc
493.1 211bc  1050.(f)
493.1211bc 1050 )
493.1211bc
493.1211 bc
5
Chapt
493.1205 bc 1050.(e) Chapt
1050.(e) Chapt
493.1 205bc  1050(e) Chapt
4 93.1205bc  1050(e) Chapt
Chapt
Chapt
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VA STANDAR

b. Perform maintenance and function
checks as defined by manufacturer

c. Document maintenance and function
checks

d. Maintenance records available
in testing area/periodically
reviewed by qualified supervisory
laboratory personnel

e. Follow calibration and calibration
verification procedure using calibrator
materials specified by manufacturer
(FDA approved instruments)

f. Perform calibration verification
every 6 months and whenever testing
conditions are altered

4. PERSONNEL
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DHHS DL
CAP JCAHO (HCEA) (OSHA)

[P

M-2,

493.1215b c

493.1215 bc

30.0210 1050.(

493.121 7bc

493.1217b c

a. Physician responsible for immediate 30.0220 PA. 111 1283.

ongoing testing performed in the
specific testing area

b. Have personnel who meet qualifications

and responsibilities as specified for:
(1) Laboratory Chief

(2) Technical Consultant
(3) Clinical Supervisor

2C-74
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493.1441c
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493.1453c
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VA STANDARP CAP JCAHO (HCEA) (GSHA) M-2,
(4) Technical Supervisor 493.1459c Chapt
(5) General Supervisor
c. Person(s) performing the test 30.0230 PA.6.4.1. 2 493.1421b Chapt
have adequate, specific training 493.1487c
and orientation to perform the tests
offered; qualified personnel 1050.(c)
d. Current list of personnel who 30.0240 PA.6.4.1. 1 1050.(c) Chapt
are authorized to perform ancillary
testing
e. Tests, that the personnel who are 30.0250 10 50.(c) Chapt
authorized to perform, specified
5. QC (QUALITY CONTROL) Chapt
a. Verification of method performance 493.121 3bc Chapt
specifications
b. Documented QC checks on all tests 30.0260 PA.6 4.1.4 493.1202bc Chapt
each day of use (with positive and
reference samples)
c. QC records maintained 30.0270 PA.6.4.1.5 493 .1202bc  1050(f) Chapt
(
d. Identified problems resolved PA.6.4.1.4 493 .1202bc Chapt
e. Two levels of QC (minimum) each Chapt
day of testing or each shift
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6. TEST REQUESTS/SPECIMEN RECEIPT
AND HANDLING

a. Written or electronic request
by an authorized person

b. Specimens uniquely identified
7. REPORTS/RESULTS

a. Critical review and verification
of results by licensed physician
or surgeon or a person licensed
(qualified person)

b. System for reporting results
adequate:

(1) Results timely, accurate,
reliable

(2) Results clear and retained on
chart or other acceptable location

(3) Results confidential/released
to only authorized persons only

(4) "Reference" intervals
available to authorized persons

(5) Name and address of laboratory
location at which the test was performed

30.0300

c. Reports maintained (minimal time
defined)
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DHHS DL \

CAP JCAHO (HCEA) (GSHA) M-2,
493.1105bc Chapt
493.1103bc Chapt
1050.(h) Chapt
Chapt
493.1109bc Chapt
49 3.1109bc Chapt
493.1109b c Chapt
493.1109bc Chapt
493.1109 bc Chapt
493.1109b c Chapt
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8. RECORDS

a. Unique identification of the
specimen (patient)

b. Date/time of specimen receipt
in laboratory

c. Condition and disposition of

specimens that do not meet the
laboratories' criteria

d. Indicate (by initial, signature) 30.0280
who performed each of the tests

e. Records maintained (minimal time)
9. PROFICIENCY TESTING

a. Evidence of participation in a 30.0320
M2.233

proficiency testing program appropriate
to size and scope of testing performed

b. Test proficiency samples in same
manner as patient samples

c. Active review of proficiency 30.0330
testing results

d. Corrective action in response 30.0330
M2.233

to unacceptable results

e. Successful participation (as

defined) in approved proficiency
testing program
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DHHS DL \
CAP JCAHO (HCEA) (GSHA) M-2,
"Audit trail" 493.1107bc Chapt
PA.6.4.1.5
493.1107bc 1 050.(f) Chapt
493.1107bc Chapt
49 3.1107bc Chapt
493.1107 bc  1050.(f) Chapt
Chapt
493. 801bc 1050.(b) Chapt
493.801bc Chapt
Chapt
493.8 03bc Chapt
493.803bc 105 0.(b) Chapt
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10. SAFETY

a. Safety policies and procedures
written and adequate for ancillary
testing site's scope of activities

b. Written procedures detailing
procurement, handling, and disposal
of all specimens in a manner that
minimizes hazards to personnel

c. Facilities ensure adequate space
and ventilation

d. Safety precautions posted/
observed for physical and biohazards
materials

e. Safety equipment (e.g., hoods)
properly installed and regulated

f. Instruction in case of fire or
emergency posted

11. QI (QUALITY IMPROVEMENT)

Establish and follow written
policies and procedures for a

comprehensive QI program to monitor

and evaluate the ongoing and overall
quality of the total testing process
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CAP
30.0340
30.0350
QA.1
QA.4

DHHS DL \
JCAHO (HCEA) (GSHA) M-2,
Chapt
493. 1204bc 1910.103 Chapt
1910. 103 Chapt
493.1204b ¢ 1050.(d) Chapt
493.1204bc :
Chapt
1050.(d) Chapt
1050.(d) Chapt
Chapt
493.1701 Chapt
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